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BACKGROUND
 

This submission is a 505(b)(1) in support of  for the prevention of pregnancy. One 
(b) (4)

(b) (4)
bioavailability study (Study PR-00810) was submitted in order to establish that 

(b) (4)

capsules are bioequivalent to Loestrin 24 Fe tablets. The efficacy of 
(b) (4)

is based on the 
bioequivalence of  to the approved reference drug product, Loestrin 24 Fe tablets. 

CONCLUSION 

There was no new clinical efficacy data submitted in support of this submission. Therefore, no 
statistical review is necessary. 
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